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■WRW afrr MRyii it!nc4*i 

3ifinpB 

7 arror, i998 

w.tPT.t^r. 478 (3T).—3^hf^ afk iram 

1945 ■Jpl 3lk fWif ^ TOW 

aifhrfValkiram^TPnfta^f^^ i940(i940Trr23)’»)t^ 
12 W%3^1TW3i\T'qf^«h<r4NI 

(^®n^1WT) 3iRRj(Ri-?i. 24(3T) ii 

1996 ^ 3TMH IIM % arorarOT MFT 2, 'Sre 3, 
■3W^(i) tnfhi 11 1996 i ^ 4 

TRT eiT f^>ra^‘ ■3^ ^ TsqftRTlf ^ ITHTftir ^ 

3TW1Tt, 

3ifirtrf’am^'3TOWT^if^’Ti ^ ftrr -eRTf^r % 

30^ sftr TTI^ ef; 

3?k -3^ TTJm ^ uftraf, 12-2-1996 ^ ^ 

3«raWT ^ lit’T^ ; 

sttr %3it^ % ^T^RT 'HlWr f^PPlt %'^f '3H1TT ^ 

mRI 3TT^' afrc ftraR ■SRT t; 

3Rr; 31^, tn^bR, 3rfi)PiqtT «lRr 12 3f[T 

•tRT 33 5ITI ■y(;TI 'Vlftfl'if TW h 4IR 4R!t |H, afhlfS^TT^^^fNSt'RH?^ 

^ ■qrmf ^ aftr iram Rroft fRiR, 

1945 RR 3itT Rifittn RR^ % ftlH PURfaRS Rl RR# t. 
3T«lf?i;:— 

ii^Mcir/Rs- 


1. (1). TRl¥pffRRRf^RTR3^lf^Ta|R 3^^ 

RIRtit (tfNRIRTitRR) ftRR, 1998 11 

(2). J(«bI^Rit3Tl^tl^R5t HSjRtjt't I 

2. 3jhft4 3ikRRmRIRlftftRR, 1945 

“ia" % FUR tr t^oil^iRsRr Rsr ^stnpir, 

'2R«iq;.— 

31^'V 

(^TRR7 3fiT48 ttftp?) 

^r?ftR 3itRf%T 7RitR?iraT RT TW afhrftT HRRm^Rfit' ^ 
RRSr RT % ■Rrj; RjtU : 

I. 1. 3iVRftlRt’%fh^f^TO4'’^ RTRRtR 
3fti: aiftrRia % Rttn 



RRH 

aiftiWaiRi' RTff fRlil W ■?1RfR slftoRW 

1^^, 1^. RfeRRT % Ri^ 

1000 

RlUR'sft’dWtSIRtR 

1000 

T^Rj. I^R. 1?R. Rfif)R?TT 

1000 

IVVPl^fifR STPRftHtftlR 

400 

Rftb'MOl % 3lfiRRPft 


RftbRai 

400 


CD 
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Tijftll 2000 

2000 

600 

300 

>3mnft*n fis 300 

500 

^ Pl^lrfW Tfl#! 'TOS 300 

'*n ■*tr igitiji rtoi 200 

% fi?ri TIPT ^ 

■llW’^iTSFTOKOI 800 

7er«tT "Sr^'Pl 250 

iW^Trar 2000 

2 . ■?JtR'^[ft^RTt5r5rfk3lPlTOJTrf^ 

3?fimw 400 

300 

f^fS^ 300 

’'iftsiW)-- —RT® 2000 

100 

200 

aih ■'frs^ 300 

400 

3R;TT«nn'5f^RpiT 300 

3, RT® 

(^) wrf^ 5FJn# 50 

(U) SO 

(n) 3n^. m 150 

(■El) -JJ. 100 

(^) 

(i) WNT 100 

(ii) Rn#RTff 150 

(iii) ■'TireTH 100 

(iv) ■#. ■'I'?'. Tft. 250 

(v) 11^. Tft, 500 


(vi) 

300 

(^) 


(i) '%i'i'^ 

200 

(ii) ■'^Wt Tj^sw'iTfs ■^, 

•SR^ 300 

TjJ’R ’^61 


4. *ltfiWTOS— 


(^) ^ 


■sri^ MR, RftnitPn 

RT^rai 75 

(■ 3 ) 

100 

(r) 4. T®f., Ri ^ 


^ «iVT, u® 3nf^ 

■5R^20 

(r) ^ f^T-JiRfrq ^^Ta*^■ 


■sir^30 

(^) 'TTOTRiV^R?^ 


(i) 

15 

(ii) 

20 

(IS) STPJTl^, aTPW’ITJfq, RI^rItWITS 


■t{^ IIR12I5W tlCT 

100 

(^) ^PTBTKRRT® 


(i) RUj^ftfS^iqT 

20 

(ii) 

30 

(iii) 

50 

(iv) 3iTXftr^iRra feftiRi 

100 

(■ai) l^^^m’TOS 

250 

(?») 3T?I’Sfl' tW'FII 

500 

(3{) -qiziift-^^lwCT^f), RTofaiwn: 

TfH^ 200 

'T’pn, 


(^) ai^I5MI%%R'#TT^ 

100 

(^) TTFJTSR^ 


(1) €i.-(j:i?i.-?ft. TProft 


(Rf) 1^PTFRmTTM% 

150 

(•a) 

250 

(ii) 


(THi) i^TTPplfi-?M% 

250 

(IS) i1PW^M%W!T 

350 
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(iii) ■srarnw V=i 


(3T) (^"II ^ 

500 

(2flT) ^<1RRR’?Rr4%W!r 

500 

(7) ^ 

200 

(5) 


(■!p) ^RIOT <yi'4pl‘6 'Sn'IlM) 

100 

1R'^^ 



(’Sr) Pi'4ci/<JH“ii<,“ri'H wr^“f' fii'^ 200 


(IT) 


(i) 

250 

(ii) TiTilW 

200 

(iii) 

350 

(iv) 

500 

(v) 

400 

(■n) arTOROT 

200 

(^) 3fhTftr% 

400 

■'Mnr^T-TOsr 

g<Mt(I^Pl4>1<rT -qiPr^ iPTtf^ 

300 

TT^f 200-500 


aTTr*f?g/TTIW#^ (■^^njt'TOS) 




3T^ l< '=til''f 'TOST— 

100-500 


3nwTF*T PrmjiiT ■'TWT 

400 

fJTf¥^ 1^rn^ TTTsr 

800 

srtTftfTwqrw (\*frsT) 

200 


2025 

^ T!W^ TsM 


3i?r^ vi'Kim wsr 

2025 



tSM-H 31^ 1il«wm ’TOSt 

2500 


2700 

3T7r ^ TiI<KRI1 'TOf 



1000 

TCjt^lo ^ -TOST 



'^*+41^ Vi' ^fl^KTITT ’TOT 
^Tsfrir ■'T)fM (an.it.T^,) 

^ ■'RTS-TPRRIT 

'fS'eil'l 

fT*Rm 


760 

4550 

1000 

800 


" ■?IJRr?TT ’TOJ 3900 

^ iJl'Klfll 'TOS 
IR^ ■# ■Pr^ % 

^SHEfl-T/wi % %T^ ’TOJ 
^ ( 3T).-^.T^.^. -(¥=1) 

^ HlsWuMi 

^14 <>ici4t^ 


400 

400 

100 

■JR^SO 
TR^ 200 


3Ti?f»T ^ w<+iW4 ^i«<)an W 


500 


in. iramiETmTJt 

(^T*Tlft«TftT) y^VlVICT Pi^VTO 'qr 

WRWd '5[RI-’'T^ ■»f)I 

3Rlt<KDl f^piT 'Jlli^'IT 

IV. ■t.^l'fe % 'tl'SlH 


4550 

400-1500 


1000 


1. o|'Tft«HT<1 ^ IHH'Jl % % 13 ; H5-^4 

TT1S (Hfc|d8(i1' -BRt aiffcRRS 1^ f^) 125 

2. lynn wwift % ■ftni; ‘ib'^h 

TTOT (37ftlTOaT^f¥^) 100 

3. TOm'*^^aihPT%%T^#qrmi3r iso 

4. Jficn ^ TOFPT *i<4 

, 3?NfMf ^ arftmur lOO 

%f^"WnFTW 100 

6. 3 1?,^ ^ofi Pi**i<i'wni '*n’ >3+1^ 100 

■nH3<?*i ^ *jji Rwi ifliwni ■qRsr 
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7. 

.Tj^TirTBr 3T^niR<>i 75 

8. U^blVWI'fl % 

tTT»TIT TV\ 7S 

ftnmr :— 

1. ^ ^ % %T^ TfMRf w 

arroiTW -"TSTift*# M<ilnvii(:ii/4*«in % -^n 

f^ive^eiaiT ^ -atiuTn 1 

Tfji amRDrwft«iRr3i^n?iiNi/«wn 
%wnw,K (aM^4-8pl^ Wfit) 

^itr ■pTRT ■arnpTi I 

[U TFW-11014/15/94-^.'qTT.T?^T.T7e.Tft.T^9r.Ta:] 
Wft <R, 

■q^ f^DTTii :—qrftrst 1-5-79 fWqqi y?rfrf% aiWPl afrt'SRim 
1945, wm3ihqftqRq!?qn4q?rim 

i940 3ik'PFR 

(^.■^.•5ft.T?:q.T^?r.-6i) f. ■ 3 ^’ afRrq •#?Ttqq 

mqiT.f^. 242('3T) TTi^lqr 18-3-98 ^TO -f^qT q«tT I 
MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 
New Delhi, the 7th August 1998 

G.S.R. 4780E).—Whereas a draft of certain rules fur¬ 
ther to amend the Drugs and Cosmetics Rules, 1945, were 
published as required by sections 12 and 33 of the Drugs and 
Cosemetics Act, 1940 (23 of 1940), at pages 4 to 7 of the 
gazette of India, Extraordinary Part H, Section 3, Sub-sec¬ 
tion (i) dated the 11th January, 1996 under the notification of 
the Government of India in the Ministry of Health and 
Family Welfare (Department of Health) No. G.S.R. 24(E) 
dated the 11th January, 1996 inviting objections and sugges¬ 
tions from aU persons likely to be affected thereby, before 
the expiry of sixty days from the date on which the copies of 
the Official Gazette containing the said notification were made 
available to the pubhc; 

And whereas copies of the said Gazette were made 
available to the public on 12-2-1996. 

And whereas, the objections and suggestions received 
from the public on the said draft rules have been considered 
by the Central (jovemment; 

Now, therefore, in exercise of the powers conferred by 
the sections 12 and 33 of the said Act, the Central Govern¬ 
ment, after consultation with the drugs Technical Advisory 


Board, hereby makes the following rules further to amend 
the Dmgs and Consmetics Rules, 1945, namely ;— 

1. (1) These mlos may be called the Drags and Cos¬ 
metics (Third Amendment) Rules, 1998. 

(2) They shall come into force on the date of 
their publication in the Official Gazette, 

2, In the Dmgs and Cosmetics Rules, 1945, 

for Schedule ‘B’, the following shall be substituted, 
namely :— 

“SCHEDULE B 
(See rules 7 & 48) 

Fees for test or analysis by the Central Drags Laboratories 
or State Drags laboratories ; 

1, Fees for test and assay of Drags requiring use of 
animals — 

Rupees 


Adrenocorticotrophic hormone assay 1000 

Gonadotrophic hormone for LH activity 1000 

FSH Activity 1000 

Posterior pituitary extract or its 400 

synthetic substitute for oxytocin activi^ 

Vasopressor activity 400 

Insulin and insulin in combination 
for hypogloycaemic activity 2000 

Hyaluronidase 500 

Glucagon 2000 

Heparin for anticoagulant activity 600 

Protamine sulphate 300 

Depressor or Histamine like substance 300 

Pyrogen test 500 

Antigenedty or foreign protein test 300 

Abnormal or imdue toxicity or safety test 200 

Determination of Lethal doses, 

LD|p or LDj,j in mice 800 

Skin sensitivity/eye irrigation 250 

Implanatationtest 2000 

2. Microbiological tests and assays — 

Bioassay of Antibiotic 400 

Microbiological assay of vitamins 300 

Phenol coefficient 300 

Preservatives—^Microbial challenge test 2000 

Sterility test—^Parenteral preparations 100 

Surgical dressings 200 

syringes and needles 300 

Transfusion and infusion 

sets or assemblis 400 


•TTfTlI—^Gni^3(i)] 


MHff ■*PT TI'JTTSI ; STONOT 


5 


Other sterile devices 
3. Identification tests— 


(a) Chemical Methods 

50 

(b) Microscopical 

50 

(c) IR Spectroscopy 

150 

(d) UV Spectroscopy 

100 

(e) Chromatography 

(i) Paper 

100 

(ii) Thin layer 

150 

(iii) Column 

100 

(iv) GLC 

250 

(v) HPLC 

500 

(vi) Gel filtration 

300 

(f) Electrophoresis 

(i) Paper and cellulose acetate 

200 

(ii) polyacrylamide Gel, starch gel, 

agar gel 

300 each 

Physical tests— 

(a) Optical rotation, specific gravity, 
refi’active index, weight per ml. 

fluorescence 

75 each 

(b) Viscocity 

100 

(c) Ph, Solubility, loss on drying, net 

content, ash, sulphated ash etc. 

20 each 

(d) Absorbancy, wt/unit area (surgical), 
foreign matter, extractive value, 

thread count etc. 

30 each 

(e) Uniformity of weight 

(i) Tablets 

15 

(ii) Capsules 

20 

(f) Acid value, iodine value, peroxide 
value, soponification value, acetyl 

value. 

100 each 

(g) Disintegration tests— 

(i) Ordinary tablets 

20 

(ii) Capsule 

30 

(iii) Sugar coated tablets 

50 

(iv) Enteric coated tablets 

100 

(h) Dissolution test 

250 

(i) Uniformity of content 

500 



0 Wt. per unit area (powder), 
particle size,count, metho?^ 
value. 200 each 

(k) Limit test for impurities 100 each 

(l) Related substances 

(i) TLC method 

(A) Without reference sld. 150 

(B) With reference standards 250 

(ii) Gas Liquid Chromatography 

(A) Without reference standard 250 

(B) With reference standard 350 

(iii) High pressure Liquid 
Chromatography 


(A) Without reference standards 500 


(B) With reference standards 500 

(m) Water (Karl Fisher) 200 

(5) Assays— 

(a) General chemical methods 100 for 

each 

ingrediwit 

(b) Non-aqueOus/instrumental 200 for 

each 

ingredient 

(c) Chromatography 

(i) TLC 250 

(ii) Column 200 

(iii) GLC 350 

(iv) HPLC 500 

(v) Gel filtration 400 

(d) Nitrogen determination 200 

(c) Medicinal gases 400 

(6) Polymorph test 300 


(Content of polymorph A in chloramphenicol- 
palmitate) 

Surgical sutures (Depending on number of 


test to be carried) 200-500 

Other miscellaneous tests 100-500 

n Fees for Sera and Vaccine— 

Sterlity test 100 

Abnormal toxioity test 400 
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Specific toxicity test 800 

Inactivation lest (Rabies) 200 

Potency testing of rabies vaccine 2025 

Potency testing of pertussis fraction 
of DPT vaccine 2025 

Potency testing of tetanus fiaction of 
DPT/DT/TT vaccine 2500 

Potent^ testing of diphethcria fraction 
of DPT/DT vaccine 2700 

Testing of antisera for the specific litre 1000 

Potency testing of measles/Mumps/ 

Rubella vaccine 760 each 


Testing of Oral Polio Vaccine (OPV)— 


HI Cosmetics 400 - 1500 


(The exact amount of the fce shall be determined 
by the Director of Laboratoiy or the Government 
Analyst, as the case may be.) 

rv Rubber Condoms 1000 

V Homoeopathic medicines— 

1. Identification test for raw material of botanical 

origin (other than assay of constituents). 125 

2. Indcntification test for raw material of 

chemical origin (Other than assay). 100 

3. Limit test for drugs of chemical origin 150 

4. Assay oftotal alkaloids of of drugs of chemical 

origin 100 

5. Identification test for drugs of animal origins 

or microbiological 100 


Potency 4550 

Indentity 1000 

Stability 800 

Potency testing of Japanese 

Encephalitis Vaccine 3900 

Potency testing of Snake 400 for 

Venom Serum each venom 

Identity testing for vaccines/sera 

Cell culture (Other than OPV) 400 

Other than cell culture 100 

Estimation of volume/PH/total solids' 

No. of organisms/Physical checking 50 each 


Estimation of total proteins/aluminium 
content/phenoFformaldehyde/thiomcrsal/ 
moisture 200 each 

Imogen testing 500 

Stability test for vaccines other than Oral 4550 

Polio Vaccine 


6, Fees for testing of Mother tincture, lower 

potencies upto 3x or equivalent 100 

7. Determination of Biochemic drug through 

atomic absorbance spectrophotometre. 75 


1. For tests not listed in the Schedule, changes will be 
determined by the Director or the Government 
Analyst of the laboratory/institute as the case may be. 

2. For the tests relating to Ayurvedic, Unani and Siddha 
medicines, charges will be determined by the Adviser 
(Indigenous System of Medicine), Director or 
Government Analyst of the Laboratry/Institutc, as the 
case may be,” 

[No. X. 11014/15/94, DMS&PFA] 
RENU SAHNIDHAR, Jt. Secy. 

Foot Note: The Drugs and Cosmetics Rules, 1945 as 
amended Upto 1-5-1979 is continued in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) con¬ 
taining the Drugs and Cosmetics Act and the 
Rules (PDGHS-61) and last amended vide 
GSR 242(E) dated 18-03-98, 


Note ;— 
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